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講  師  資  料  
林明德 副總經理/瑞安大藥廠(股)公司 
John Ng, COO/ TESSA Therapeutics Pte Ltd 
殷本惠 博士/台北榮民總醫院細胞治療核心實驗室 
盧映谷 經理/艾默生物醫學股份有限公司 
秦福壽 GMP 顧問/社團法人中華無菌製劑協會    

時    間    表 
時  間 內      容 講  師 

8:30-9:00 報      到 

9:00-9:10 長  官  致  詞 
TFDA 

風管組代表 

9:10-10:30  GMP 廠房級區設計及驗證原則 瑞安大藥廠 
林明德副總 

10:30-10:50 休                息 

10:50-12:10 

 Overview of Tessa’s US FDA Phase III trial 

 Operational challenges of running an 
autologous T cell therapy Phase III trial 

 Considerations for building a cGMP facility for 
commercialisation 

John Ng, 
TESSA 

12:10-13:10 午                餐 

13:10-14:30  輔導訪查分享 

榮總核心實驗室 
殷本惠博士 & 

艾默生醫 
盧映谷經理 

14:30-14:50 休                息 

14:50-15:50  細胞治療產品製造常見 GMP 議題探討 
TPDA 秦福壽 

GMP 顧問 

15:50-16:10 交  流  討  論 TFDA 風管組 
代表及講師 16:10-16:30 課  後  測  驗 
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RegStem®

GMP
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EMO Biomedicine Corp. was founded in Taipei in 2004

EMO based on immunology and cell biology to develop the business

Contract Testing/Analysis Service

Two certifications for analysis service (ISO 17025)

Testing Lab of TAF, from 2007

Drugs and Cosmetics Testing Lab of TFDA , from 2009

Contract Research Service

Provide techniques of Immunology and Cell Biology for research

Qualification as a Contract Research Organization (CRO) for

Pharmaceuticals by Ministry of Economic Affairs, Taiwan, Since 2013

Contract Development and Manufacturing Service ( for Cell Products)
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I —

RegStem®

GTP 2016.09

2017.06.27

RegStem®
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Fat tissue from
Infrapatellar

Nucleated cell
isolation
MSC Expansion

Harvest &
Cryopreservation

Release Test

RegStem®

Hospital

EMO GTP/GMP Facility

Cell Thawing

RegStem®

Sterility, Mycoplasma,
Endotoxin 6
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Testing Lab
Testing / research service

MicrobialOperatingArea
For sterility testing

Laboratory of EMO

Cell Product Manufacturing Area
For human cell product

ISO/IEC 17025:2005
Certificated by TAF & TFDA

Clean Room 1~3
GTP compliance

7

Air Quality Area

ISO 5 BSC and CO2 incubator

ISO 7
Clean Rooms
Gowning Room 2
Buffer Rooms

ISO 8
Gowning Room 1, 3

Preparation Room
Cell Product Storage Room

PIC/S GMP

Grade A

Grade B

Grade D
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Contract
Manufacturing

Service

GTP/GMP
Compliant Facility

Manufacturing of
Human Cell

Therapy Products

Releasing Testing

Routine Testing
Service

Testing Lab by Taiwan Accreditation Foundation
Drugs and Cosmetics Testing Lab by Taiwan FDA

Contract Research
Service (Testing)

Contract
Development

Service

Follow GTP
Requirements

Development of
Manufacturing

Process for Cellular
Product

Certificated Testing
(Safety, Identity)

Customize Testing
(Identity, Potency)

CMC File

Transfer

Development/Manufacturing Testing / Contract Research

Complete Services for Cell based Product Development

For
IND Submission
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/
GTP

GMP

11

(PIC/S GMP Guide)

(Site master file, SMF)

(
)

(SOP)

GMP
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8 ( 7 )
TFDA
TFDA ( )

1
TFDA 1 ( )

1
2
3
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10:00~10:15 1.
2.
3.

10:15~10:35

10:35~(11:35)
~12:00

1. + –1st
2.

12:00~13:00

13:00~(14:00) 1. + –2nd
2.

(14:00)~15:30

15:30~16:00

16:00~16:30 14
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Clean line
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PIC/S
( )
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( )
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critical
area (grade A) ( )

BSC grade B

grade B

BSC

grade B

Isolator grade C
( grade D)

grade C

BSC ISO 7 BSC Grade B
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ISO17025 GTP

/
GMP

GTP

PIC/S 2.5

( )
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… )
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COA

GTP
GMP

SOP

QA
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(1) (2) (3)
(SOP)

…
…

…
(Out Of Specification, OOS)

MHRA FDA SOP

5
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( )
(1)
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BSC
BSC

protocol
” ”
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Clean line

BSC

BSC

BSC clean line
BSC

BSC

(
)

clean line
BSC
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PIC/S GMP GDP
(08.25)

2017.09.28

/
/

ISO17025
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Thank You
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